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Do not allow the herbicide solution to mist, drip, drift or splash onte desirabie vegetation since
minute quantities of this product can cause severe damage or destruction to the crop, plants or
other areas on which treatment was not intended. The likelihood of injury accurring from the use
of this product increases when winds are gusty, as wind velocity increases, when wind direction is
constantly changing or when there are other meteorological conditions that favor spray drift.
When spraying, avoid combinations of pressure and nozzle type that will result in spiatter or fine
particles (mist) which are likely to drift AVOID APPLYING AT EXCESSIVE SPEED OR
PRESSURE.

NOTE: Use of this product in any manner not consistent with this label may result in injury to
persons, animals or crops, or other unintended consequences. Keep container closed to prevent
spills and contamination.

6.0 MIXING
Clean sprayer parts immediately after using this product by thoroughly flushing with water.

NOTE: REDUCED RESULTS MAY OCCUR IF WATER CONTAINING SGiL 1S USED, SUCH
AS VISIBLY MUDDY WATER OR WATER FROM PONDS AND DITCHES THAT IS NOT
CLEAR,

Use caution to avoid siphoning back into the carrier source. Use approved anti-back-siphoning
devices where required by state or local reguiations. During mixing and application, foaming of
the spray solution may occur. To prevent or minimize foam, avoid the use of mechanical agitators,
terminate by-pass and retum lines at the botton of the tank and, if needed, use an approved anti-
foam or defoaming agent.

8.1 Procedure For Preparing Spray Solution

Use the following procedure to mix this product in water alone or when preparing tank mixtures
with other labeled products. .

1. Place a 20 to 35 mesh screen or wetting basket over filling port.
2. Through the screen, fill the spray tank one-half full with water and start agitation.
3. Add [INSERT BRAND NAME]| herbicide using a circular motion while pouring.

4. If second product is a wettable powder, first make a sturry with the water carrier, then add
the slurry SLOWLY through the screen into the tank. Continue agitation.

5. If a flowable formulation is used, premix one part flowable with one part water. Add diluted
mixiure SLOWLY through the screen into the tank. Continue agitation.

6. If an emulsifiable concentrate formulation is used, premix one part emulsifiable concentrate
with two parts water. Add diluted mixture siowly through the screen into the tank. Continue
agitation.

7. Continue filling the spray tank with water and add water soluble liquids near the end of the
filling process.

When tank mixing [INSERT BRAND NAME] herbicide with other products, maintain good

agitation at all times until the contents of the tank are sprayed. If the spray mixture is allowed to
settle, thorough agitation is required to resuspend the mixture before spraying is resumed.
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applicator and the grower are is responsible for considering ail these factors when making
decisions.

Do not apply this product by air.
Do not apply this product through any type of irrigation system.

Do not aliow the herbicide solution to mist, drip, drift or spiash onto desirable vegetation since
minute quantities of this product can cause severe damage or destruction to the crop, plants or
other areas on which treatment was not intended.

APPLY THESE SPRAY SCLUTIONS IN PROPERLY MAINTAINED AND CALIBRATED
EQUIPMENT CAPABLE OF DELIVERING DES!RED VOLUMES.

7.1 Ground Broadcast Equipment

Use the recommended rates of this product in 10 to 80 gallons of water per acre as a broadcast
spray unless otherwise specified. As density of weeds increases, spray volume should be
increased within the recommended range to ensure complete coverage. Carefully select proper
nozzles to avoid spraying a fine mist. For best results with ground application equipment, use flat
fan nozzles. Check for even distribution of spray droplets.

7.2 Hand-Held and High-Yolume Equipment

Apply to foliage of vegetation to be controlled. For applications made on a spray-to-wet basis,
spray coverage should be uniform and compiete. Do not spray to the point of runoff. Use coarse
sprays only.

For control of weeds listed in the "ANNUAL WEEDS" section of "WEEDS CONTROLLED", apply
a 1.2 ounces of this product per 1 gallon of spray solution. See table in hand-held mixing section
for larger mixing volumes.

For best results, use 1.5 ounces of this product per 1 gallon of spray solution on harder-to-control
perennials, such as bermudagrass, dock, field bindweed, hemp dogbane, milkkweed and Canada
thistle. See table in hand held mixing section for larger mixing volumes,

For low-volume, directed spray applications, use 4.0 to 8.0 ounces of this product per 1 gallon of
spray solution for control or partial control of brush weeds. See table in hand-held mixing section
for larger mixing volumes. Spray coverage should be uniform with at least 50 percent of the
foliage contacted. Coverage of the top one haif of the plant is important for best resuits. To
ensure adequate spray coverage, spray both sides of brush and tree seedlings when foliage is
thick and dense, or where there are multiple sprouts.

7.3 CDA Equipment

The rate of this product applied per acre by controlled droplet application (CDA) equipment must
not be less than the amount recommended in this label when applied by conventional broadcast
equipment. For vehicle mounted CDA equipment, apply 3-15 gallons of water per acre.

For hand-held CDA units, apply a solution of 1.5 to 2 pounds of this product in one galion of water
at a flow rate of 2 fluid ounces per minute and a walking speed of 0.75 mph.

CDA equipment produces a spray pattern which is not easily visible. Extreme care must be

exercised to avoid spray or drift contacting the foliage or any other green tissue of desirable
vegelation, as damage or destruction is likely fo result.
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Jim Tompkins

Team Leader 25
Herbicide Branch
Registration Division

Phone 703 305 5697
Fax 703 308 1825
E-mail Tompkins.jim@EPA.GOV
















There was an incident report for a worker using backpack sprayer to apply diguat to turf.
Manoguerra (1990) reported on a 51-year-oid Mexican male pesticide applicator who applied
diquat to grasses using a hand pumped backpack sprayer. The only protective clothing worn by
the patient was a pair of rubber boots. The sprayer leaked and “thoroughly saturated the patient’s
Jacket, pants and allowed the herbicide to accumulate in the boots. The patient sprayed 30 to 33
tanks [each holding 20 liters] of herbicide [dilution not reported] [ollowing which he went home
and bathed. During the night he awoke with a buming sensation on the bottom of his right foot,
The next day, the patient used thc same boots and noted that he had to dry them out with a cloth
before putting them on.” He continued working till noon when his feet became extremely
painful and he washed his feet and performed other duties. The following day he was 1aken to
the emergency department. The bums to his feet were determined to be full thickness and
required intensive treatment including skin grafts. One week afier the grafts were placed the
patient was discharged from the hospital, though pain in the feet persisted for several months.
The tenderness on his lower feet prevented him from standing for more than half an hour at a
time and prevented him from retuming to work. The author, director of the San Diego Regional
Poison Center, complained in his discussion that the label implies that “the primary concern is
absorption of the matenal through an abrasion, skin cut or area of irritation leading to system
poisoning. The label states that the product ‘causes skin irritation’.” Dr. Manoguerra went on to
recommend “it would seem prudent to include a statement on the product label to wam against
improper clothing that allow seepage. The warnings should be strengthened to include the fact
that proionged contact of the product with the skin may produce burns.” The Health Effects
Division (HED) concurs with this recommendation. HED realizes that this incident represents a
severe equipment failure resulting in what was likely a very large exposure to diguat.

4.0 Recommendations

As indicated in the D281011 document, HED does acknowledge that in all cases, the calculated
MOESs showed no risk of concemn for diquat dibromide. However, other factors such as acute
toxicity and incident reports are also considered in the risk assessment.

Based on the acute toxicity (Category 1 & Il for acute dermal toxicity), incident report (skin burns),
and previous decision for the modification of PPE requirement (mixer/loaders must wear
chemical resistant gloves & all workers must wear coverall over a single layer of clothes), HED
would recommend NOT to change current PPE requirement on diquat dibromide.

CC: RAB2RF, S. Wang
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PREVENTION, PESTICIDES AND

. SR TOXIC SUBSTANCES
PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-344884

EPA File Symbol or Registration Number: 524-535

Product Name: MON 78365 HERBICIDE gl cany
EPA Receipt Date: 08-jun-2004

EPA Company Number: 524

Company Name: MONSANTO COMPANY g < halot
RUSSELL P. SCHNEIDER U
NMONSANTO CO

MONSANTO COMPANY

1300 I STREET, NW, SUITE 450 EAST
WASHINGTON, DC 20005

SUBJECT: Receipt of Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for Amendment. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: R35

NON-FAST TRACK (CHANGES TO RELPPE;PHIRATE AND NUMBER OF
APPLICATIONS;ADD AERIAL APPLICATION:MODIFY GW/SW ADVISORY
STATEMENT;

Please remit payment in the amount of: § 10,000 to:

By USPS:

USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277

Pittsburgh, PA 15251




| & ‘ - @
By Courier:

U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/O Meilon Client Service Center
500 Ross Street, Room 670

Box 360277

Pittsburgh, PA 15251-6277

Attn: EPA Module Supervisor

All payments must be in United States currency By check, bank drafi, or money order drawn
to the order of the Environmental Protection Agency. To ensure proper credit, please write the
OPP DECISION NUMBER on your check, and enclose a copy of this letter with your payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualify as a small business or are applying for a minor use, or if your application is soley
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

If you have any questions, please contact the Pesticide Registration Service Fee Ombudsman,
at (703) 305-6249.

erely,

ront End Pfocessing Staff

‘ " Information Resources and Services Division
13 v
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TRANSMITTAL DOCUMENT

SUBMITTED BY

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, Missouri 63167

REGULATORY ACTION IN SUPPORT OF WHICH THIS
PACKAGE IS SUBMITTED

Additional Information to Support the Registration of QuikPRO™ Herbicide

TRANSMITTAL DATE

June 2, 2004
RD No. 1632 (1 Volume)

SUBMITTED STUDIES

Vol. Study Description

1 Gustin, C., “Residential Applicator Exposure Assessment for Digquat Dibromide
as Formulated and Used in QuikPRO Herbicide” (2004), MSL-19290, an
unpublished study conducted by Monsanto Company.

MRID _ 48291001

COMPANY OFFICIAL: QWW . W

Annette M. Kirk
Registration Manager

COMPANY NAME: MONSANTO COMPANY
800 NORTH LINDBERGH BLVD.
ST. LOUIS, MO 63167

COMPANY CONTACT: Russell P. Schneider
(202) 383-2866
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EPA Reg. No. 524-535
Applicability of CRP Requirements Page 2
February 8, 2005

As stated in our exemption request letter dated November 8, 2004, due to its physical
characteristics there is no practical means by which to determine the acute inhalation LC50
value of the undiluted granular product. In addition, given that there are essentially no
particles in the respirable range, young children who may come in contact with the packaged
product would experience negligible exposure via inhalation. For these reasons, there is no
risk of serious injury or illness from accidental exposure to this product that would be
reduced by the use of child-resistant packaging. Thus, Monsanto believes that the formulation
currently approved under this registration should not be subject to child-resistant packaging
requirements on the basis of the acute inhalation LCsg as determined in the submitted study
(MRID 45434304). According to Dr. Gross, an evaluation of this information and a
subsequent determination would appropriately be made by the technical reviewer in the
Technical Review Branch who originally reviewed the acute toxicity studies supporting this
registration approval.

Because of the ambiguity that exists with regard to the applicability of the CRP standards to
this product, Monsanto is in the process of researching packaging options for this product.
While the above request is being considered by the Agency, Monsanto intends to begin
immediately with our next scheduled production utilizing child-resistant packaging for both
package SKUs of QuikPRO herbicide.

If you have any questions regarding this request feel free to contact me through Dr. Russell P.
Schneider at 202-383-2866 or directly at 314-694-8890.

Sincerely,

%W”(W

Annette M. Kirk
Registration Manager

cc: R.P. Schneider
J.B. Winski



Rosalind To Vickie Walters/DC/USEPA/US@EPA

Gross/DC/USEPA/US
cc Deborah Mccall @EPA, John Redden@EPA
01/13/2005 03:55 PM
bce

Subject Monsanto EPA 524-535, CRP, and acute inhalation tox

Vicki

After the meeting with Russ Schneider, and the other two people from Monsanto | spoke with my boss
Debbie McCall about the situation. | pointed out the fact that EPA 524-535 was only subject to CRP
based on acute inhalation toxicity LC50>0.99 mg/l. | noted the product as soid could not be subjected to
the inhalation test. |indicated that the test study used 50% w/v solution in water. | noted that Monsanto
said this is not representative of the true hazard and they claim only 0.002% of particles in respirable
range of <10 microns. Debbie agreed that this would not qualify as CRP exemption request and it is
better handled thru PM as a request that toxicity (inhalation) test does not represent the true hazard
of this particular product this time and that TRB could evaluate this argument and make a
determination as to whether or not this product is subject to CRP regulations and needs CRP in a
reasonable time period.

You may want to convey this information to Russ as it may influence what Monsanto does. | am sorry
didn't have piece of information at the meeting, but never having seen their request prior to meeting didn't
know that it was an inhalation toxicity/particle size issue.

Thanks.

Rosalind Gross

Registration Division

CM-2, Room 262

1801 South Bell St.

Arlington, VA 22202

telephone 703-308-7368

fax 703-308-9382

email gross.rosalind@epa.gov



Jim Tompkins/DC/USEPA/US
01/10/2005 03:11 PM

To

cc

bce
Subject

Room 1014 Crystal Mall 2

"SCHNEIDER, RUSSELL P [AG/1920]"
<russell.p.schneider@monsanto.com>

Vickie Walters/DC/USEPA/US@EPA, Rosalind
Gross/DC/USEPA/US@EPA

Re: meeting on Thursday[?_]

"SCHNEIDER, RUSSELL P [AG/1920]" <russell.p.schneider@monsanto.com>

"SCHNEIDER, RUSSELL P

[AG/1920]" To
<russell.p.schneider@monsa

nto.com> cc
01/10/2005 02:36 PM Subject

Jim,

Rosalind Gross has agreed to meet with us, as well as with you and Vickie on Thursday at 1:30.

Jim Tompkins/DC/USEPA/JUS@EPA

meeting on Thursday

However, she and Vickie agreed that you had to get a room. s that acceptable?

Russ






CE——

524-535; CRP Exemption Request Page 2
November 8, 2004

on the toxicity criterion listed in 40 CFR 157.22 that requires a product be distributed and
sold in child-resistant packaging, if it meets the additional criteria for “residential use.”

However, for the following reasons, we believe that with respect to this registration, the
hazard indicated by the acute inhalation toxicity criterion in 40 CFR 157.22(a)(3) is not
indicative of the true hazard to man, including young children, and further, there is no risk of
serious injury or illness from accidental exposure to this product that child-resistant
packaging would reduce:

1. QuikPRO herbicide is not intended for homeowner use.

QuikPRO is a product that is sold into the Turf and Ornamental market for use by
professional applicators; most typically lawn care operators. QuikPRO is labeled for use in
residential areas but it is not a homeowner use product. QuikPRO is available for sale to end-
users only through retail establishments specializing in the sale of pesticide products to golf
course superintendents and lawn care and landscape management companies, such as Lesco,
Helena and UAP. Although these large-scale distributor companies have locations that are
open to the general public, their primary targeted customers are not homeowners. It would be
very rare for the average homeowner to purchase pesticide products from one of these
companies for use in and around his home.

2. The inhalation toxicity study result for QuikPRO is not indicative of the actual inhalation
hazard to man, in particular for young children that might encounter the product in its
packaged, granular form

The formulation that is QuikPRO herbicide is a water soluble dry granule containing
ammonium glyphosate and diquat dibromide plus surfactant (designated as MON 78365).

Because the QuikPRO formulation contains surfactant, the dry granules have a very “sticky”
consistency and thus produce no significant dust. The results of a preliminary particle size
analysis of the dry granules, not reported in the acute inhalation study final report, estimated
that only about 0.002% of the particles were in the respirable range of less than 10 microns,
confirming the lack of any significant dust generated from this product. Table 2 is attached
here from the particle-size analysis report (Monsanto report no. MSL 17246) showing the
cumulative grams (0.0009g) of an initial 50.2 gram sample that were found to be less than 10
microns.

When considering the acute inhalation study results, it must be noted that attempts by the
testing laboratory to generate a respirable atmosphere using the straight dry product failed
due the sticky consistency of the granules, making it necessary for the laboratory to
essentially “force fit” the test material by using a 50% w/v solution in deionized water in
order to conduct the inhalation study.

Although the actual inhalation LC50 value for the undiluted granular product cannot be
determined using currently available equipment and techniques, in practical terms, there



524-535; CRP Exemption Request Page 3

‘November §, 2004

should be no concern for acute exposure to QuikPRO via inhalation. Child-resistant
packaging for QuikPRO would only guard against accidental exposure to the product in its
packaged, granular form and young children who may encounter the packaged product will
not prepare a solution, so they cannot logically be exposed to a material that is comparable to
that used in the inhalation study.

Dissolution of the product granules into water, in order to permit completion of the required
acute inhalation study, did overcome the physical limitation that the particles were not
respirable. Thus the calculated LCsy value (> 0.99 mg/liter) does characterize a potential
hazard, if the particles could be respired, and therefore represents an upper-bound estimate of
the inhalation hazard posed by accidental exposure to the undiluted granules. This worst-
case estimate of the hazard is an appropriate basis for determining the required precautionary
and first-aid label statements for this product. However, for real-world use conditions that
take into account the physical nature of the granules, the inhalation study result does not
represent the true inhalation hazard potential. Plus the accidental exposure of a young child
to the concentrated granular product would more likely be by the oral or dermal route, and
not by inhalation. Therefore, the more appropriate acute hazard end-points to consider in
regard to child-resistant packaging for this product are acute oral and acute dermal toxicity.
Based on the results of acute oral and acute dermal toxicity studies for the MON 78365
formulation (MRIDs: 45434302 and -03), LD50 values of 4443 mg/kg body wt., and greater
than 5000 mg/kg body wt., were calculated for oral and dermal toxicity, respectively. Neither
of these results triggers the respective toxicity criterion for requiring child-resistant packaging
under 40 CFR 157.22.

In summary, the likelihood of a homeowner purchasing and having QuikPRO in his home is
very low and in addition, the likelihood of inhalation exposure to respirable particles of
QuikPRO for a young child who encounters the product container is essentially zero. Further
Monsanto believes that the inhalation toxicity study results for QuikPRO are not indicative of
the actual inhalation hazard to man in its packaged, granular form, and hereby requests an
exemption from child-resistant packaging for the formulation currently approved under the
524-535 registration for the duration of the registration of this product.

We believe that this request is not subject to a Registration Service Fee. If the Agency
decides otherwise, please inform Monsanto of the fee amount necessary to complete this
action by sending an email message to: regulatory.affairs@monsanto.com

If you have any questions regarding this submission feel free to contact me through Dr.
Russell P. Schneider at 202-383-2866 or directly at 314-694-8890.

Sincerely,

Annette M. Kirk
Registration Manager
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Particle-Size Analyses of MON 78365

Table 2
Particle-Size Analysis from Andersen Impactor (MON 78365)

Effective Weight Cumulative Sample

Stage Cutoff Percent Percent Less Weight
Number Diameter (um) Collected Than Cutoff (grams)
Pre 10.00 35.71 64.29 0.0005
0 9.00 0.00 64.29 0.0000

1 5.80 0.00 64.29 0.0000

2 4.70 0.00 64.29 0.0000

3 3.30 0.00 64.29 0.0000

4 210 14.29 50.00 0.0002

5 1.10 0.00 50.00 0.0000

6 0.65 14.29 35.72 0.0002

7 043 2143 14.29 0.0003
Filter 0.00 14.20 0.00 0.0002

Total Sample Weight: 0.0014 g
MMAD: 1.9 um
GSD: 2.6

Sample used for impactor analysis was 0.0047grams of MON 78365 less than 127 microns.

um = micron

03/16/2000
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June 10, 2004
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-344884

EPA File Symbol or Registration Number: 524-535
Product Name: MON 78365 HERBICIDE

EPA Receipt Date: 08-Jun-2004

EPA Company Number: 524 '

‘Company Name: MONSANTO COMPANY

RUSSELL P.. SCHNEIDER
MONSANTO CO

MONSANTO COMPANY

1300 [ STREET, NW, SUITE 450 EAST
WASHINGTON, DC 20005

SUBJECT: Receipt of Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for Amendment. If you
submitted data with this application, the results-of the PRN-86-5 screen will be commumcated
separately. During the administrative screen, the: Office of Pesticide Programs has detertiined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: R35

NON-FAST TRACK (CHANGES TO RELPPE;PHI,RATE AND NUMBER OF
APPLICATIONS;ADD AERIAL APPLICATION;MODIFY GW/SW ADVISORY
STATEMENT;

Please remit payment in the amount of: $ 10,000 to:

By USPS:

USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277

Pittsburgh, PA 15251



By Courier:

U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/0 Mellon Client Service Center
500 Ross Street, Room 670

Box 360277

Pittsburgh, PA 15251-6277

Atn: EPA Module Supervisor

All pavments must be in United States currency by check, bank draft, or money order drawn
to the order of the Environmental Protection Agency. To ensure proper credit, please write the
OPP DECISION NUMBER on your check, and enclose a copy of this letter with your payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
vou qualify as a small business or are applying for a minor use, or if your application is soley
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

- If you have any quesnons please contact the Pestlclde Registration Service Fee Ombudsman,
at (703) 305-6249.

erely,

ront End Processing Staff
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Patents pending. No license granted under any
aon-U.5. patentis).

EPA Reg. No. 524-535

In case of an emergency involving this product,
Call Collect, day or night, {314) 694-4000,

©2004 MONSANTO GOMPANY
ST. LOUIS, MISSOURI, 63167 L.S.A.

MONSANTO

]




Otrais) patente(s) en tramite. Ninguna licencia otorgada hajo
ninguna patente o patentes que no pertenezcan a los
Estados Unidos.

Registro en la EFA N* 524-535

En caso de que se presente una emergencia selacionada con
este producto, Hame por cobrar a cuzlquier hora del dia o de
la noche, al teléfona (314)-684-4000.

© 2004 MONSANTO COMPANY
ST. LOUIS, MISSOURI, 63167 U.S.A,

MONSANTO


























































































